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DETAILED ACTION 

Re: TABIBZADEH, SIAMAK 

Election/Restrictions 

1. Applicant's election with traverse of group I (claims 9-10) in the reply filed on 
3/30/2007 is acknowledged. The traversal is on the ground(s) that the search for 
additional groups would not be burdensome to the examiner. Specifically applicant has 
indicated that the search for additional groups would not be burdensome to the 
examiner because the search for the groups would provide overlapping search results. 
This is not found persuasive because the search for a method of detecting proteins 
does not coincide with a search for a method of detecting polynucleotide. As indicated 
in the previous office action, a search for a method of detecting a nucleotide sequence 
does not necessarily produce a search for a method of detecting a protein. Moreover, 
the two methods have been classified in different classes and subclasses. Therefore a 
search of both groups would be burdensome. Applicant is also reminded that the 
inventions of group I and II are linked by claims 1-8. If the subject matter of linking 
claims 1-8 is deemed allowable, the restriction requirement between groups I and II will 
be withdrawn. 

The requirement is still deemed proper and is therefore made FINAL. 
Claims 1-26 are pending, claims 11-26 are with drawn from further consideration as 
being drawn to non-elected subject matter. 
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2. Claims 1-10 are examined on the merits. For prior art purposes, claims 1-8 are 
examined to the extent that the claims read on a method of detecting using an antibody 
as the detecting agent. 

Information Disclosure Statement 

3. The Information Disclosure Statement filed on 3/30/2007 is acknowledged and 
considered. A signed copy of the IDS is attached hereto. 

Claim Rejections - 35 USC § 112, 1 st paragraph 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 1-10 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. THIS IS A WRITTEN DESCRIPTION 
REJECTION. 

The written description in this case only sets forth a method of detecting an ebaf 
protein of SEQ. ID No: 2 and therefore the written description is not commensurate in 
scope with the claims which read on a method of detecting an ebaf protein 
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encompassed by the term "ebaf as disclosed in the specification as filed. The term 
"ebaf encompasses proteins not in possession of the applicant at the time of filing. 

Vas-Cath Inc. V. Mahurkar, 19 USPQ2d 1111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1117). The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). 

A description of a genus may be achieved by means of a recitation of a 
representative number of species falling within the scope of the claimed genus or by 
describing structural features common to that genus that "constitute a substantial 
portion of the genus." See University of California v. Eli Lilly and Co., 119 F.3d 1559, 
1568, 43 USPQ2d 1398, 1406 (Fed. Cir. 1997): "A description of a genus of cDNAs may 
be achieved by means of a recitation of a representative number of cDNA, defined by 
nucleotide sequence, falling within the scope of the genus or of a recitation of structural 
features common to the members of the genus, which features constitute a substantial 
portion of the genus." 

The court has since clarified that this standard applies to compounds other than 
cDNAs. See University of Rochester v. G.D. Searle & Co., Inc., F.3d, 2004 WL 260813, 
at 9 (Fed.Cir.Feb. 13, 2004). The instant specification fails to provide sufficient 
descriptive information, such as definitive structural or functional features that are 
common to the genus of ebaf proteins. That is, the specification has indicated that the 
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term "ebaf encompasses both wild type ebaf/leftyA (i.e. SEQ. ID No: 2), analogues of 
ebaf which are at least 60% identical to ebaf, leftyB, leftyl , Iefty2, and other proteins 
which have sequence similarities to ebaf/leftyA. (see page 10, for example). The genus 
of proteins encompassed is highly variant and inclusive of numerous structural variants 
between genus members. Further, the specification and the claims provide no guidance 
on structure of variants that would have the same functional properties as ebaf/leftyA. 
Therefore, without specific guidance, one would not know exactly which polypeptides 
are encompassed by the claimed genus. The disclosure fails to describe common 
attributes or characteristics that identify members of the genus, and because the genus 
are highly variant, the disclosure of the term ebaf/leftyA is insufficient to describe the 
genus. The general knowledge and the level of skill in the art do not supplement the 
omitted description because specific, not general, guidance is needed. 

"[Generalized language may not suffice if it does not convey the detailed identity 
of an invention." University of Rochester v. G.D. Searle Co., 69 USPQ2d 1886 1892 
(CAFC 2004). 

Furthermore, the Federal Circuit has decided that a patentee of a 
biotechnological invention cannot necessarily claim a genus after only describing a 
limited number of species because there may be unpredictability in the results obtained 
from species other than those specifically enumerated. See Noelle v. Lederman, 69 
USPQ2d 1508 1514 (CA FC 2004) (citing Enzo Biochem //, 323 F.3d at 965; Regents, 
119 F.3d at 1568). In this instance, as in that, there is no language that adequately 
describes with the requisite degree of particularity necessary to satisfy the written 
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description requirement the genus of structurally variable polypeptides encompassed by 
the term ebaf. Thus, one of skill in the art would reasonably conclude that the 
disclosure fails to provide a representative number of species to describe and enable 
the genus as broadly claimed. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1 ,4, and 7-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Tabibzadeh et a/(Mol. Human Reprod.; 1998; 4(6):595-602). Tabibzadeh et al teach a 
method of detecting the presence of ebaf polypeptide comprising obtaining endometrial 
tissue from a biopsy and from hysterectomy specimens from a normal fertile female 
(see page 596), contacting the sample with a polyclonal antibody specific against ebaf 
polypeptide (see page 597), and detecting the binding of the polyclonal antibody to said 
ebaf polypeptide (see page 597). Specifically, Tabibzadeh et al teach that the detection 
of the protein is accomplished by using either Western blotting (see page 596-597) or 
immunohistochemical staining (see page 598). 

8. Claims 1 ,4, and 7-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Tabibzadeh S (WO 99/55902). Tabibzadeh S teaches a method of detecting the 
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presence of ebaf polypeptide comprising obtaining a endometrial tissue from a human 
(see page 39), contacting the sample with an affinity purified antibody against the C- 
terminal end of ebaf, and detecting the binding of said antibody to the said polypeptide 
(see page 42, for example). It is also disclosed that the method can be accomplished 
by an ELSIA (see page 71, for example), a Western blot (see page 42, for example) or 
by immunohistochemistry (see page 43, for example). Tabibzadeh S also teaches that 
the method can further comprise contacting the antibody against ebaf with "100 fold 
excess of peptide" (see page 71 , for example). 

Claim Rejections • 35 (JSC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1 1 . Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tabibzadeh e/a/(Mol. Human Reprod. 1998; 4(6):595-602-herein Tabibzadeh #1) or 
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Tabibzadeh S (WO 99/55902-herein Tabibzadeh #2) in view of Tabibzadeh et al 
(Frontiers in Bioscience 1997; 2:a18-25- herein Tabibzadeh #3). 

a. The teachings of Tabibzadeh #1 and Tabibzadeh #2 are set forth above 
as they apply to claims 1 ,4, and 7-10. Both Tabibzadeh #1 and #2 do not 
specifically teach the different types of epithelial cells as claimed. However, this 
deficiency is remedied by the teaching of Tabibzadeh #3. 

b. Tabibzadeh #3 teach the examination of various tumor and normal tissue 
for the expression of ebaf. Various cancerous tissue samples all of which are 
derived from epithelial cells are determined to express ebaf. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to detect any epithelial based tumor for the expression of ebaf 
protein using an antibody that specifically binds to ebaf, because the prior art provides 
sufficient motivation to modify and substitute the endometrial tissue as provided by 
Tabibzadeh #1 and #2 with any form of epithelial based cancer such that the detection 
of ebaf would be indicative of a neoplastic lesion. Those of skill would have a 
reasonable expectation of success in doing so because Tabibzadeh #3 has already 
provided a list of epithelial based tumors which have shown elevated levels of ebaf 
expression. 



No claim is allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H. Yaen whose telephone number is 571- 

272- 0838. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, Ph.D. can be reached on 571-272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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PRIMARY EXAMINER 



Art Unit 1643 
May 28, 2007 



